JNEPKABHA CJTYKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKIN OBJIACTI

nipos. Ceitmunof Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €JIPITOV 37078774

BUCHOBOK
npo AKicTH BBE3eHOT0 B Yxpainy JiKapchbKoro 3ac00y

31.01.2025 Ne 2672/25/10

CYMLUIAP

(HaltMeHyBaHHA KAPCLKOTO 3aco0y 3TiHo 3 peecTpauiitnim TIOCBIIYCHHSM)
xancyJu TBepai no 10 mr/10 mr, o 7 KarncyJj TBepAnXy gicTepi; mo 4 GuicTepu’y KAPTOHHIM
KOp oo

((popma BHITYCKY, 103YBaHHS, BUJL AKYBAHHA iKkapcrKkoro 3aco6y)
Homep peccTpauiifHoro MocBiTuCHHS UA/15319/01/02 ctpox aii peectpaniiiioro nocsien 01.01.2099
Cepis nikapcbkoro 3aco0y Ne 13348699 KinbKicTh BBE3EHOTO JTiKapchkoro 3acoby 6260

BupoGHHIK Jlex apMaleBTUYHA KOMIAHIS L., CroBeHist

(HaitMcHyBaHHS BUPOBHHKa nikapcexoro 3acoby, kpaina TIOXODKCHHA)

Baeseto B YKpaiHy  ToBapuCTBO 3 00MEKEHOI0 pingnosinaneuicTio ""Cannod Ykpaina'",
inent. xon: 38419586

(naiiMeHyBaHHA Ta KOA 32 €JIPTIOY ropuaniHoi ocobu abo mpissHlIe, iM'd, TIO GarbkoBi (izHunol
0CoOH - IHAMPHEMLUL, Ti Miclle IPOXHUBAHHS Ta peecTpaniitHui HoMep 06J1iK0BOT KapTKH TJIaTHHKA
ronatkis abo cepis T2 HOMEp facnopTa)

IIpoToKO Bi3yabHOro KONTPOII0 pix 31.01.2025 N 0187/5.

3a pesynbTaTaM¥ JAEPXKABHOTO KOHTpOJIIO  BCTAHOBJIEHO, IO nikapcekuit  3acif  BBE3EHO B VYxpainy 3

,IIOTpl/IMaHHﬂM BHMOT 3aKOHOABCTBA OO0 3a6€3NCYCHHA AKOCTI JIKapChKHUX 3ac06iB.
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F . ; H _ ’ OdpopmneHo:
S A ! D z Nex GapmaLieBTMIHa Komnanis 4.4,
- T BeposiukoBa 57
1526 NobnaHa
CnoBeHis
Ten.: +386 1 5802111
dake.: +386 1 5683517

www.lek.si
TiueHsis Ha BUPOGHULTBO!
Ne: 0210241442 800-6/2024-14
CepTudpikaT BignosIAHOCT! B
{?3333 marepiany: CYMINAP 10+10MI" 28XTI'K YKP

ToprisennHa Ha3Ba: CYMUIAP
Cuna AiilakTuBHICTb! 10 MM+ 10 Ml
Nikapcbka opma: KAMNCYnu, TBEPLI
Twun ynakoBKku: BNICTEP
Kinbkicte B ynakosui: 4 WTx7 T
Ne MaTepiany: 44064457 Tun eunycky: CEPTUGIKALIIA CEPI
BHyTpiwHii Ne cepii: PC4064 Ne cepii Ha ynakoBLi: 13348699
JaTta BUpoOGHMLTREA: 01-4UEP-2024 [ata BUMYCKY: 02-)KOB-2024
TepmiH npUAAaTHOCTI: 31-TPA-2027 KineKicTb: 6260 WIT
BupoOHUUTBO!: Anamepn ®apma C.A.

BYI. WKITbHA 33

95-054 KCABEPYB

MonbLwa
Bunyck: NEK ®APMALEBTUYHA KOMMAHIA Homep niuensii: 800-6/2024-14

n.n.

Bepostukosa 57

1526 JHOBJTAHA

CrioBeHis
TecTyBaHHA: Anamen ®apma C.A.

BYJ1. MAPLATIA 0. MINICYACBKOTO 5
95-200 MAB'AHILE

Monblua
Kpaina-imnopTrep: Homep PeecTpauifiHoro rnocBia4eHHA:
YkpaiHa UA/15319/01/02

[ Monoxenus npo ceptudikauiio

LM nigTeepmxyto, WO HaBeAeHa iHpopMaLlisi € [IOCTOBIPHOK Ta TOHHO. [laHa cepisi rOTOBOTO IIKApPCLKOro
3acoBby Byna BUrOTOBIEHA BKMIOYHO 3 nakyBaHHAM/MapKyBaHHsIM Ta KOHTPOMNEM AKOCTi Ha BULLleHABEAESHUX
BUPOBHUYMX  AINBHALAX Y nogHiin BignosigHOCTi [0 BUMOT GMP T1a 3rigHo 3aTBEPAKEHOT cneuudikauii
Peectpaijiittoro  [Jocke Y kpaini imMnopTepa. [lpoToKonu BupoBHULTBA, NakyeaHHa Ta aHaniTM4Horo
TecTyBaHHa Bynu nepesipeHi Ta Oyna BCTaHOBEHA ix Bianosigricte GMP.

KomeHTap no ceptudikary:

B npoueci BUpobHULTBa Ta YNaKkoBKU HE BUSBIEHO BiAXWAEHb, WO 3AATHI BNMMHYTA Ha BUATYCK MPOAYKTY.
3apeecTpoBaHUA PO3MIpP YNaKkoBKY: 7 kancyn Teepaunx B 6nicTepi; 4 BricTepa B kKapTOHHIN KOpobUi

Cropitka 1/2 *33CBiA4EHO ENEKTPOHHUM NiANMCoM BignoBiAHO A0 CTaHAapTIB eNeKTPOHHUX nigrvcis
Canpos

e qu . Migen @ @ 0l LG




Odropmnieno:
} 5 ; J ek ®apmaLeBTUYHa KOMPaHis 4.0,

Ne: 0210241442

Beposuikosa 57

1526 IMobrsaHa

CnogeHis

Ten.: +386 1 5802111
®akc.: +386 1 5683517
www.lek.si

NiueHzia Ha BUpoBHULTBEO:
800-6/2024-14

CeptudikaTt BignosigHocTi

Hassa marepiany:

CYMUIAP 10+10MI" 28XI'K YKP

TopriBensHa Ha3Ba: CYMINAP

Ne Marepiany: 44064457 BHyTpiwHii Ne cepii: PC4064
Bunyck cepii / Ceptudikauis BukoHaHa: Metka Stojicevic, YnosHosaxeHa ocoba

Bunyck cepii/ Ceptudikauis fara/Mac: 02-)KOB-2024 / 12:39:03 BKY

HAara/Mac ocopmneHus ceptudikary: 02-XOB-2024 / 12:42:54 BKY

CropiHka 2/2

*3acBigueHo eneKTPOHHUM NianMcom BianosigHo go CTaHAapTiB eNeKTPOHHUX Mianucis
Carpgos




Jopartok 000655/2

ADAMED

CEPTU®GIKAT AHATIIZY Ne 4943 | 24
Hasea npogykty: CYMIIAP 10 mr / 10 mr (CYMINAP), kancynu TBEpAi, 28 Kancyn

Cepis rotoBOro NPOAyKT Ne: 13348699
Cepis in bulk Ne: Ne AdanitudHoro 3BiTy NpoRy
13245719 e

Jata BupoGHuUTBa: 06 2024 TepmiH npuaaTHOCT

Kpaiha npuaHa4eHH:
Ykpaina

KTy in bulk:

PesynbTaTy (i3MKO-XiMi4HUX i MikpoBionorivHux TecTiB

Mexi cneuudikadii: PeaynbTaTh:
signosinae

Teepai enaTuHosi kancynm, poamip Net.
KOBMAYOK: HEMPO3oPWIt, KOPUUHEBOTO KOMbOPY,
Kopnyc: HEMpPO3opUA, 6inoro KonLopy.
BwicT kancyn: 6inuit abo Mavbke Biniui NOPOLIOK.

BignosigHiCTL Yacy yTPUMYBaHHSA | Yod-cnekTpa OCHOBHWUX signoeifnae
nikis CTaHAaPTHOrO PO3HUHY i pO34uHIB surpobysaHnx
3paskis

AMA0AUNIH:
gig 9,50 no 10,50 Mr/kancyny 9,89 mr
(95,0-105,0%)
Paminpurn:
sig 9,50 po 10,50 Mr/kancyny

Big 95,0 oo 105,0%

30BHILLHIN BUTMAA

\neHTvdikauis aKTVBHOT
peYOBUHU

KinbkicHWA BMICT aKTUBHOL
pevoBuHn

OpHOpIAHICTL A030BAHUX AV <€ 15,0 (L1) ans AmMnoanniHy AV(L1)=2,3
oguHULLb AV £ 15,0 (L1) ans Paminpuity AV(L1)=3,3
[lonyckaeTbcst NPOBEeAeHHA [10[1aTKOBOTrO BUNpObYBaHHA. Bignosigae

AmnoauniH
KOXHa Kancyna 2 80% uepes 15 XBUNWH
(81 =Q+5% Q=75%)

Po3uynHeHHA

cepenHs: 98%
(97 - 100)%

Paminpun
KoxHa kancyna 2 80% vepes 15 XBUNWH cepears: 99%
(s1=Q+5% Q= 75 %) (98 — 102)%

csi NpOBeAEHHA NOAATKOBOTO BUNPOBYBaHHSA.
Jowmiwka D Avnoauniny < 0,3%

[lonyckaeTb

XimiuHa ynctoTa

[owiwika D Paminpuny <0,5% 0,11 %
Lomiwka E Paminpuny <0,5% <0,05%
HanBinblua oauHniHa HeBifoMa AoMilKa S 0,2% <0,1%

0,1 %
sianosigae

Bcboro AOMILLOK 2,.0%
BignosigHo Ao notouroi Bepcii Ph. Eur.
(no Mopatkis) ANS GeapoaHUX Npenaparis ans oparnbHOro
3aCTOCYBaHHS.

MikpoBionoriyna 4ncToTa

ikauji AKOCTi SQ-WG/2034 BY

TecTyBaHHS 30iMCHEHO sinnosigHo Ao Creuy

[laTa 3aBepiueHHs: 11.09.2024

CepTundikaT AHasliay MiaroToBneHo: D. Melnykowicz Mepesipus: /midnuc/ Lata: 2024 —- 09 — 11

MonoxeHHa: Lum niarsepa4dyto, Wwo aHani3 roroBoro NPoAyKTy 6yB BUKOHaHWN BiANoBIAHO A0 niovol,
3aTBepPAKEHOT aHaniTU4HoI pokymeHTauil PeecrpauliiiHoro [lochke. TecTyBaHHA BUKOHaHO BignosiaHo

houeayp i BUMoOr GMP.

npoAYyKT BiANoBigae BUMOram

Axocti SQ-WG/2034 Bupakts 2

Oata: Mignuc:
2024 — 09 — 11 Ninep MNpynu

/niénuc/

BUCHOBOK: Creuudikauii

Justyna Cichosz

F e d 0 Ch en ko Digitafy signed by Fedochenko Toliana
DA: deccom, dcenovarils, ou=poopla.
ou=SZ, serialNumber=21 16916,

Tetiana S 0v32 100720 +0200






Ref: 0210241442

SANDOL

Issued by:

Lek Pharmaceuticals d.d.

Verovskova 57
1526 Ljubljana

Slovenia

Tel: +386 1 5802111
Fax: +386 1 5683517

www.lek.si

Manufacturing License:
800-6/2024-14

Certificate of Conformity

Material Name:
Trade Name:
Strength/Potency:
Dosage Form:

Package Type:
Package Size:
Material No.:
Internal Ref.:

Expiry Date:
Manufacturing site

Releasing Site :

Testing site:

importing country:

Ukraine

Date of Manufacturing:

SUMILAR 10+10MG 28HGC UA
SUMILAR

10 MG + 10 MG
CAPSULE, HARD
BLISTER
4PCx7PC
44064457

PC4064
01-JUN-2024
31-MAY-2027
Adamed Pharma S.A.

SZKOLNA 33

95-054 KSAWEROW

Poland

LEK PHARMACEUTICALS D.D.
Verovskova ulica 57

1526 LJUBLJANA

Siovenia

Adamed Pharma S.A.
MARSZ. J. PIL.SUDSKIEGO 5
95-200 PABIANICE

Poland

Marketing Authorization Number:

UA/15319/01/02

Release Type:
Batch No Printed:
Release date:
Released Quantity:

License number:

BATCH CERTIFICATION
13348699

02-0CT-2024

6260 PC

800-6/2024-14

Certification Statement

| hereby certify that that given informati
(including packaging/labeling) and qua
and in compliance with approved specificatio
packaging and analysis records were reviewe

Certificate comment:

During the course of manufa
Registered package size: 7 h

Page: 1/2

on is authentic and accurate. This batch of finished product was manufactured
lity control at the mentioned si
ns of Registration Dossi
d and found to be in compliance with GMP.

ite in full compliance with GMP requirements
er of the importing country. The processing,

cturing and packaging there were n
ard capsules in blister; 4 blisters in carton.

o deviations that may influence the release of the product.

*Ejectronically signed according o Sandoz electronic signature standards




SANDOZ e
Lek Pharmaceuticals d.d.

Verovskova 57

1526 Ljubljana
Slovenia

Tel: +386 1 5802111
Fax: +386 1 5683517
www.lek.si
Manufacturing License:
800-6/2024-14

Ref: 0210241442

Certificate of Conformity

Material Name: SUMILAR 10+10MG 28HGC UA

Trade Name: SUMILAR

Material No.: 44064457 Internal Ref.: PC4064
Batch Release / Certification performed by: Metka Stojicevi¢, Qualified Person
Batch Release / Certification Date/Time: 02-0OCT-2024 / 12:39:03 UTC
Certificate Creation Date/Time: 02-0OCT-2024 /1 12:42:54 UTC

Page: 2/2 *Electronically signed according to Sandoz electronic signature standards



SOPAU000655:2

ADAMED

CERTIFICATE OF ANALYSIS No. W3 12

Y'Ba(ch No. of finished product: 13348699

I "Batch No. of product in bulk: No. of the Analytical Report for product in bulk: |
| Expiry date: 05 2027 m\v

Hard gelatin capsules, size no.1, | conforms B
cap: opaque colour brown, |
body: opaque colour white. | |
BNEI S § — -y Content of capsules: white or almost white powder. | |
1. Identification Conformity of retention time and UV spectrum of ; conforms
of the active substance main peaks of standard solution and tested sample |
I s, e | ,
X 3, Assay of the active substance Amlodipine |
! 9.50 to 10.50 mg capsule i 9.89 mg
\ (95.0 to 105.0 %) 1 (98.9%)
X i Ramipril X‘
‘ E 9.50 to 10.50 mgscapsule ! 9.84 mg
N B T 95001050%) I N XS
‘ 4, Uniformity of dosage units | A 15.0 (L1) for Amlodipine \ AV(L1)-2.3 g
| AV < 15.0 (L) for Ramipril AV(L1)-3.3 E
\ (R T —— M4Thwddrh@ﬂﬂb@%ﬁ;ﬂ ........................... conforms |
L5, Dissolution i Amlodipine |
& § ! Each capsule & 80 %o after 15 minutes } mean: 98% i‘
\ | (S1=Q+ 5% Q=75%) ©7-1000% |
& ; Ramipril é{ {
1 | Each capsule 2 80 % after 15 minutes | mean: 99% é
| | S1=Q+5%Q=175 %) {98 - 102)% |
| Chemical purity § lmpurity D of Amlodipine 0.3 %
| ; Impurity D of Ramipril = 0.5% | 0.11% |
| tmpurity E of Ramipril 0.5% | <(1.05%
\ ‘[ Max. single unknown impurity £ 0.2 % 2 <0.1% \
L | |  Total impurities £2.0° R . 1 IO
7. Microbial purity i According to current edition o1 I | conforms
1 | (with Supplements) for non-agqueocus preparation | \
MMMMMMM 1 | for oral use. [ DO —

["The test was performed according 1o: Quality Specification SQ-WG/2034 edition 2
The Centificate of Analysis was prepared by: D.Melnykowicz ... w&wﬁpatmﬂg 1
Declaration: [ certify that analysis of finished product was performed in accordance with the curre t, approved
analytical documentation registered in the Registration Daossier, The tests were carried out in ’

es and GM uirements. ﬁ

Date: 1024 03- 11 Signature:
Li \iﬁ' S POoiU
o

o Cichosz

BEE S RIS
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